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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

, 2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 14-40 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) 26-29 and 36-40 is/are rejected. 

7) ^ Claim(s) 24,25 and 30-35 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)Q accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 

1 1) K The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) [3 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)|g| All b)D Some * c)D None of: 

1 1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Claims 24-40 are currently pending in the instant application. 
Claims 1-23 were cancelled by preliminary amendment. 



I. Priority 

The instant application is a 371 of PCT/EP03/07805, filed on July 17, 2003, 
which claims benefit of Foreign Application GERMANY 102 38 257.3, filed on August 
21,2002. 

II. Information Disclosure Statement 

The information disclosure statements (IDS) submitted on May 31 , 2005 and 
December 1, 2005 have been considered by the examiner. See Applicant's copies of 
the 1449.4 

III. Rejection(s) 

Claim Rejections - 35 USC § 112 

(1) The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 



Application/Control Number: 10/525,685 Page 3 

Art Unit: 1626 

Claims 36-40 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

In In re Wands , 8 USPQ2d 1400 (1988), factors to be considered in determining 
whether a disclosure meets the enablement requirement of 35 U.S.C. § 1 12, first 
paragraph, have been described. They are: 

1. the nature of the invention, 

2. the state of the prior art, 

3. the predictability or lack thereof in the art, 

4. the amount of direction or guidance present, 

5. the presence or absence of working examples, 

6. the breadth of the claims, 

7. the quantity of experimentation needed, and 

8. the level of the skill in the art. 

The nature of the invention 

Applicants are claiming a method for the treatment of a disease selected from the 
group consisting of tumours, viral diseases, and inflammatory conditions. See, for 
example, instant claim 36. From the reading of the specification, it appears that 
Applicants are asserting that the embraced compounds, because of their mode of 
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action, would be useful for treating viral diseases including HIV, Hepatitis C virus, 
herpes and RSV. 

The state of the prior art and the predictability or lack thereof in the art 

The state of the prior art is that the treatment of viral diseases or infections, for 
example, remains highly unpredictable. Viruses have many different mechanisms by 
which they produce disease in an organism, which depend on the species (see 
<URL:http://en.wikipedia.org/wikiA/iral infections). There are currently about 40 
compounds that have been officially approved for clinical use. At least half of them 
(See Clercq, Journal of Clinical Virology, Vol. 30, 2004, pages 115-133) are used for the 
treatment of HIV infections and the other antivirals are primarily used for the treatment 
of hepatitis B, herpes virus, varicella-zoster virus, influenza virus, cytomegalovirus, 
respiratory syncytial virus and hepatitis C virus infections. However, no antiviral agent 
has been approved by FDA for the treatment of certain viruses, such as rhinoviruses 
and enteroviruses (See Shih et al., Medicinal Research Reviews, Vol, 24, 2004, pages 
449-474). There is no absolute predictability even in view of the seemingly high level of 
skill in the art. The existence of these obstacles establishes that the contemporary 
knowledge in the art would prevent one of ordinary skill in the art from accepting any 
therapeutic regimen on its face. 

The amount of direction or guidance present and the presence or absence 
of working examples 

There is no evidence of record, which would enable the skilled artisan in the 
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identification of the people who have the potential of becoming afflicted with the 
numerous diseases or disorders claimed herein. That a single class of compounds can 
be used to treat all viral infections embraced by the claims is an incredible finding for 
which Applicants have not provided supporting evidence. Applicants have not provided 
any competent evidence or disclosed tests that are highly predictive for the 
pharmaceutical use for treating or preventing any or all conditions by administering the 
instant claimed compounds. 

The breadth of the claims 

The breadth of the claims is a method of treating a disease selected from the 
group consisting of tumours, viral disease, and inflammatory conditions wherein said 
method comprises administering a compound of the formula (2), generically embraced 
in the claim language. 

The quantity of experimentation needed 

The nature of the pharmaceutical arts is that it involves screening in vitro and in 
vivo to determine which compounds exhibit the desired pharmacological activities for 
each of the diseases and disorders instantly claimed. The quantity of experimentation 
needed would be undue when faced with the lack of direction and guidance present in 
the instant specification in regards to testing all diseases and disorders generically 
embraced in the claim language, and when faced with the unpredictability of the 
pharmaceutical art. Thus, factors such as "sufficient working examples", "the level of 
skill in the art" and predictability, etc. have been demonstrated to be sufficiently lacking 
in the instant case for the instant method claims. 
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The level of the skill in the art 

Even though the level of skill in the pharmaceutical art is very high, based on the 
unpredictable nature of the invention and state of the prior art and lack of guidance and 
direction, one skilled in the art could not use the claimed invention without undue 
experimentation. 

(2) Claim 29 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The "derivative" of the sorbicillin of Claim 29 is 
not defined in the specification so as to know the structures of the compounds that are 
included and/or excluded by the term. The "analogue" of alanin or other amino acids of 
Claim 29 is not defined in the specification so as to know the structures of the 
compounds that are included and/or excluded by the term. 

Therefore, the specification lacks adequate support for Claim 29. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

(3) Claim 29 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. Claim 29 is indefinite for the reasons set forth above under 35 
U.S.C. 112, first paragraph. Claim 29 is drawn to a method, which comprises: 
"providing sorbicillin and/or a derivative thereof and "subsequent addition of alanin or 
other amino acid or an analogue thereof. However, the "derivative" of sorbicillin and 
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the "analogue" of alanin or other amino acid are not defined in the claims so as to know 
the metes and bounds of the claims. Therefore, the claim is indefinite. 

(4) Claim 26-28 are rejected under 35 U.S.C. 112, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the. 
steps. See MPEP § 2172.01. The omitted steps need to show the method steps 
involved in the production of a compound of the general formula (2) as long as there is 
support in the specification. 

IV. Objections 

Oath/Declaration 

The oath or declaration is defective. A new oath or declaration in compliance 
with 37 CFR 1 .67(a) identifying this application by application number and filing date is 
required. See MPEP §§ 602.01 and 602.02. 

The oath or declaration is defective because: 

Non-initialed and/or non-dated alterations have been made to the oath or 
declaration. See 37 CFR 1.52(c). 

Claim Objections 

Claims 24-40 are objected to because of the following informalities: all of claims 
24, 26, 29, 30, and 36 contain the misspelled term "consistinf" in the definition for the 
variable X. The correct spelling of the term should be "consisting". In step (b) of claim 
29, the term "amino acid" is in singular form and should be in plural form. Appropriate 
correction is required. 
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V. Conclusion 



Any inquiry concerning this communication or earlier communications from 



the examiner should be directed to Shawquia Young whose telephone number is 571- 
272-9043. The examiner can normally be reached on 8:00 AM-4:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph M-Kane can be reached on 571-272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 



For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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